
t 



United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 
Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. | CONFIRMATION NO. 



09/807,148 



04/05/2001 



Giovanna Tosato 



36218 7590 12/19/2003 

KLARQUIST SPARKMAN, LLP 
121 S.W. SALMON STREET, SUITE #1600 
ONE WORLD TRADE CENTER 
PORTLAND, OR 97204-2988 



4239-58378 



2215 



EXAMINER 



YU, MISOOK 



ART UNIT 



PAPER NUMBER 



1642 



DATE MAILED: 12/19/2003 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 





Office Action Summary 


Applicdtion No. 

09/807,148 


Applicant(s) 

TOSATO ET AL. 


Examiner 

MISOOK YU, Ph.D. 


Art Unit 

1642 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )K Responsive to communication(s) filed on 22 July 2003 and 30 September 2003 , 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ISI Claim(s) 1-8,1 3-1 7.20-25.57,60-70 and 77-81 is/are pending in the application. 

4a) Of the above claim(s) 2-4.7,8.61.65 and 67 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) I3 Claim(s) 1.5.6.13-17.26-25.57.60.62-64.66.68-70 and 77-81 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
Priority under 35 U.S.C. §§ 119 and 120 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)D All b)Q Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.0 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

13) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application) 

since a specific reference was included in the first sentence of the specification or in an Application Data Sheet. 
37 CFR 1.78. 

a) D The translation of the foreign language provisional application has been received. 

14) ^ Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 since a specific 

reference was included in the first sentence of the specification or in an Application Data Sheet. 37 CFR 1 .78. 

Attach ment(s) 

1) ^ Notice of References Cited (PTO-892) 4) ^ Interview Summary (PTO-413) Paper No(s). 9 . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 

U.S. Patent and Trademark Office ~ ~~ " 

PTOL-326 (Rev. 1 1-03) Office Action Summary Part of Paper No. 14 
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DETAILED ACTION 



Election/Restrictions 



Claims 1-8, 13-17, 20-25, 57, 60-70, and 77-81 are pending. 

Claims 2-4, 7, 8, 61, 65, and 67 are withdrawn from further consideration 
pursuant to 37 CFR 1.142(b), as being drawn to a nonelected invention, there being no 
allowable generic or linking claim. Applicant timely traversed the restriction (election) 
requirement in Paper No. 8. Group 1 drawn to in vitro inhibition of angiogenesis is 
rejoined with the elected group in vivo angiogenesis as applicant requested. 

Claims 1, 5, 6, 13-17, 20-25, 57, 60, 62-64, 66, 68-70, 77-81 are examined to the 
extent they are drawn to the elected species SEQ ID NO:4 along with the full-length 
protein SEQ ID NO:2. 



List of the information disclosure statement filed 04-05-2001 is missing from the 
file and when the list is provided, the IDS will be considered in the next Office action 
without further fee. 



The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 



Claims 1, 5, 6, 13-17, 20-25, 57, 60, 62-64, 66, 68-70, 77-81 are rejected under 
35 U.S.C. 112, first paragraph, as failing to comply with the written description 
requirement. The claim(s) contains subject matter which was not described in the 



Information Disclosure Statement 



Claim Rejections - 35 USC §112 



% • 
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specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed 
invention. The claims are interpreted as drawn to a genus of polypeptides that are 
defined only by sequence identity because of 90-98 % "homologous" or "fragment 
thereof in the claims. . 

To provide adequate written description and evidence of possession of a claimed 
genus, the specification must provide sufficient distinguishing identifying characteristics 
of the genus. The factors to be considered include disclosure of complete or partial 
structure, physical and/or chemical properties, functional characteristics, 
structure/function correlation, methods of making the claimed product, or any 
combination thereof. In this case, the only factor present in the claim is a recitation of 
percent identity. Accordingly, in the absence of sufficient recitation of distinguishing 
identifying characteristics, the specification does not provide adequate written 
description of the claimed genus. 

Vas-Cath Inc. v. Mahurkar, 1 9USPQ2d 1111, clearly states "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date sought, 
he or she was in possession of the invention. The invention is, for purposes of the 
'written description' inquiry, whatever is now claimed" (See page 1117.) The 
specification does not "clearly allow persons of ordinary skill in the art to recognize that 
[he or she] invented what is claimed." (See Vas-Cath at page 1116). As discussed 
above, the skilled artisan cannot envision the detailed chemical structure of the 
encompassed genus of polypeptides, given that the specification has only described 
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SEQ ID NO: 2 or its fragments. Therefore, only isolated polypeptides comprising the 
amino acid sequence set forth in SEQ ID NO: 2, but not the full breadth of the claim 
meets the written description provision of 35 U.S.C. §112, first paragraph. Applicant is 
reminded that Vas-Cath makes clear that the written description provision of 35 U.S.C. 
§1 12 is separable from its enablement provision (see page 1115). 

Claim 20 is rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 
The claim is interpreted as drawn to method of inhibiting angiogenesis in patient with 
periodontal disease. The specification does not teach any relationship between 
periodontal disease or angiogenesis. Pike et al (1999, Blood, vol. 94, pages 2461-8) 
teach that calreticulin inhibits angiogenesis in tumor cells but does not say anything 
about angiogenesis. Araya et al (2003, Eur Cytokine Netw. Vol. 14, pages 128-33, 
abstract only) teach periodonal diseases involves many factors. 

Considering complete lack of guidance in terms of angiogenesis in periodontal 
disease in the specification and state of art, one skilled would have difficult to accept 
efficacy of calreticulin for treatment of periodontal disease 



The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 



Claim Rejections - 35 USC § 102 
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A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 



Claims 1 , 5, 6, 57, 60, 62-4, 66, 68-70, and 78 are rejected under 35 
U.S.C. 102(b) as being anticipated by US Pat 5,426,097 (June 20, 1995). 

The claims are interpreted as drawn to method of inhibiting angiogenesis either 
in vivo or in vitro using calreticulin protein. 

US Pat 5,426,097 teach active step i.e. contacting endothelial cell with 
calreticulin or administering calreticulin in a subject. Note Fig. 1-12, Table 2 and claims 
1-4. Although the art does not teach method of inhibiting angiogenesis, it appears that 
the the active steps of the patent inherently inhibits angiogensis. 

The Office treats the preamble language of the instant base claims as non- 
limiting, since the language does not result in manipulative difference in steps of claims. 
It is the Office's position that the instantly claimed angiogenesis inhibting method 
treatment method is anticipated by US 5,426,097, that teaches the active step of instant 
method with the same amount of the active ingredient, i.e. method of administering 
calreticulin to s subject. Compare the does specified at the paragraph page 38 (0.1 
microgram to 100 mg per kg body weight body) to the dose specified in claims 7-10 of 
US Pat 5,426,097 i.e., 0.04 to 0.3 mg per kg body weight. Therefore, the method taught 
by 5,426,097 would inherently result in the purpose stated in the preamble of instant 
claim, thus anticipating instant claims. See Bristol-Myers Squibb Co. v. Ben Venue 
Laboratories Inc., 58 USPQ2d 1508 (CA FC 2001). 



States. 
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As for the product is in the patent, it appears same product because US 
5,426,097 at the lines below Table 2 says that human calreticulin and search of instant 
SEQ ID NO:2 reveals that it is a human calreticulin. Note the attached SEQ ID NO:2 
sequence alignment. The Office does not have the facilities and resources to provide 
the factual evidence needed in order to establish that the product of the prior art does 
not possess the same material, structural and functional characteristics of the instantly 
claimed composition. In the absence of evidence to the contrary, the burden is on the 
applicant to prove that the claimed product is different from those taught by the prior art 
and to establish patentable differences. See In re Best 562F.2d 1252, 195 USPQ 430 
(CCPA 1977) and Ex parte Gray 10 USPQ 2d 1922 (PTO Bd. Pat. App. & Int. 1989). 



The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1 .130(b). 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 5, 22, 23 are rejected under the judicially created doctrine of double 
patenting over claims 1-9 of U. S. Patent No. 6,596,690 since the claims, if allowed, 



Double Patenting 



would improperly extend the "right to exclude" already granted in the patent. 
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The subject matter claimed in the instant application is fully disclosed in the 
patent and is covered by the patent since the patent and the application are claiming 
common subject matter, as follows: Claims 5, 22, and 23 of the patent are drawn to 
method of administering fragment of calreticulin called vasostatin to subject with 
chemotherapy or radiation induced injury and claims 1-9 of U. S. Patent No. 6,596,690 
drawn to method of administering fragment of calreticulin called vasostatin to subject 
with bone marrow damage due to radiation and chemotherapy. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MISOOK YU, Ph.D. whose telephone number is 703- 
308-2454. The examiner can normally be reached on 8 A.M. to 5:30 P.M., every other 
Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anthony C Caputa can be reached on 703-308-3995. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
305-3014. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 



Conclusion 



0196. 




Misook Yu 
December 15, 2003 



